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Omron Healthcare, Inc.
1200 Lakeside Drive Tel - 847-247-5626
Bannockburn,IL 60015 USA Fax - 847-247-5626

Official Contact: Mirna DiPano - Director, Quality & Regulatory

Proprietary or Trade Name: NE-C801 Nebulizer Compressor system

Common/Usual Name: Nebulizer (direct patient interface)

Classification Name/Code: CAF
Nebulizer (direct patient interface)
CER 868.5630

Device: NE-C80 I nebulizer compressor system

Modified Device:Omron - NE-C28 - K06081 I

Device Description:
The Omron NE-C80I nebulizer compressor system is a standard nebulizer compressor system
with an integral compressor and handheld, pneumatic nebulizer intended for general purpose use.
It is powered by standard AC. This is a modification of the NE-C28 cleared under K06081 11.

The modifications to the device do not change the intended use of the predicate device. The
modifications to the device do not alter the fundamental scientific technology. As there are no
changes in hardware that will imhpact performance, there is no need to validate the changes
through a clinical investigation.I

Indications for Use:
The NE-C801 Nebulizer Compressor System is intended to provide air to the pneumatic
nebulizer in order to aerosolize medications for inhalation by the patient for respiratory
disorders. The system is designed for use with pediatric (defined by the prescribed medication)
and adult patients in the home, hospital, and sub-acute settings.

Patient Population:
Pediatric (defined by the prescribed medication) and adult patients

Environment of Use:
Home, hospital, and sub-acute settings

Contraindications:
None
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Summary of Modifications:
The modifications to the device do not change the intended use of thepredicate device. The modifications
to the device do not alter the fundamental scientific technology. As there are no changes in hardware that
will impact performance, there is no need to validate the changes through a clinical investigation.

Modifications:

* Minor changes to nebulizer design
* Changes to physical dimensions
* Change to compressor design to make it smaller and lighter weight

There is no change in intended use, including patient population and environment of use. There is no
change in contraindications.

Performance Testing:
Verification activities, as required by the risk analysis, for the modification were performedhy the
designated individual(s) and the results demonstrated that the predetermined acceptance criteria were met.
Table I summarizes the comparison and Table 2 the testing.

Table 1 - Comparison and Equivalence of Model NE-C801 and the Predicate

Features New Predicate (K(06081 1)
NE-C801 NE-C28

Indications for use The NE-C801 Nebulizer Compressor The Omtron Compressor Nebulizer Systems
System is intended to provide air to include a compressor and nebulizer, Model
the pneumatic nebulizer in order to NE-C28 uses an AC powered compressor.
aerosolize medications for inhalation The electrically powered compressor provides
by the patient for respiratory compressed air to the supplied pneumatic
disorders. nebulizer to aerosolize drugs for inhalation by

the patient. The nebulizer which when
driven by the integral air compressor,
nebulizes specific inhalable drugs for
inhalation by a patient for treatment of
respiratory disorders such as allergies, asthma,

cysicfibou, OPD, etc.
Environment of Use Home, Hospital, Sub-acute settings Same
Patient Population Pediatric (defined by the prescribed Same - Pediatric and adult

medication) and adult patients
Contraindications None None
Principle of Operation Pneumatic (gas powered) jet Pneumatic (gas powered) jet nebulizer

nebulizer ______________________

Aerosolization Continuous during inhalation and Continuous during inhalation and exhalation
exhalation

Compressed gas source Nebulizer compressor Nebulizer compressor
Wall air / oxygen with flow rate Wall air / oxygen with flow rate
control control

Typical flow rate 8 1pm 8 1pm
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Features New Predicate (K06081 1)
_______________NE-C801 NE-C28

Components available in kit Mouthpiece / Hose Mouthpiece / Hose
with nebulizer Face Mask Face Mask

Oxygen / Delivery tubing Oxygen / Delivery tubing
Aerosol tee Aerosol tee

Component / Accessories All are single patient, mnulti-use All are single patient, multi-use
intended use
Standards met IEC 6060 1-1 lEG 6060 1-1

________________ EC 60601-1-2 1EC 60601-1-2
Operating conditions 100C to 400C 30% to 85% RH I 00C to 400C 30% to 85% RI-4
Storage conditions -200C to 600C 10% to 95% RH -200C to 600C 10% to 90% RH

Dmecn sions (mm) 142(W) x 72(D) x 98(H) 165(W) x 260(D) x 12 1(H)
Weigh (kg) 0.270 kg 2.5 kg

________________________Performance

Materials ISO 10993 Identical to K(06081 I
Particle Characterization per Casecde Impactor

Total Delivered Dose (ug) Pulmicort -391.1 Pulmicort -401.6
Mean Intal - 12368.9 Intal - 12233.3

Salbutamnol - 7883.3 Salbutamol - 7972.2
Total delivered Dose fraction Pulmicort - 78.2% Pulmicort - 80.3%
(%) lntal -61.8% Intal -61.2%

Salbutamol - 77.0% Salbutamnol - 79.7%
Particle size (MMAD) Pulmicort - 3.88 Pulmicort - 3.73
(Microns) Intal - 2.91 Intal - 2.71

Salbutamol - 2.54 Salbutamol - 2.35
Geometric Std. Dcv. Pulmicort - 1.93 Pulmicort -2.05
(GSD) Intal -2.27 lntal -2.29

Salbutamnol - 2.62 Salbutamnol - 2.59
Respirable Fraction Pulmicort - 61.9% Pulmicort - 62.7%
(% Mass 0.5-5 microns) Intal - 70.5% Intal - 72.8%

Salbutamol - 66.4% Salbutamol - 69.2%
Total Respirable Dose (ug Pulmicort - 242.2 Pulmicort - 251.9
0.5 -5.0 microns) Intal .- 8729.5 Intal - 8894.8

Salbutamnol - 5335,0 Salbutamol - 5514.4
Medication captured on USP Pulmicort - 13.3 Pulmicort - 14.9
Throat (ug) lntal -253.6 lntal -213.4

Salbutamnol - 144.9 Salbutamol- 141.4
Medication captured on USP Pulmicort - 3.4% Pulmicort - 3.8%
Throat Fraction (%) Intal - 2.0% Intal - 1. 7%

Salbutamnol - 1.8% Salbutamnol - 1.8%
Medication retained in Pulmicort -96.1 Pulmicort- 104.4
Device (ug) Intal - 8000.0 Intal - 7533.3

Salbutamnol - 2072.2 Salbutamnol - 1977.8
Medication Retained in Pulmicort- 19.2% Pulmicort -20.9%
Device Fraction ()Intal - 40.0% Intal - 37.7%

Salbutamnol - 41.4% Salbutamnol - 39.6%
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Features New Predicate (K06081 1)
NE-CSOI NE-CZS

Particle Characterization per Cascade Impactor
Coarse Particle (>4.7 urn) Pulmicort -37.1% Pulmicort - 35.3%
Fraction (%) Intal - 27.7% Intal - 25.0%

Salbutamol - 26.6% Salbutamol - 24.6%
Fine Particle (<4.7 urn) Pulmicort - 59.6% Pulmicort - 60.9%
Fraction (%) Intal - 70.2% Intal - 73.2%

Salbutamol - 71.6% Salbutamol - 73.7%
Ultra Fine Particle (urn) Pulmicort - 3.5% Pulmicort - 5.4%
Fraction (%) Intal - 8.9% Intal - 9.4%

Salbutamol - 16.9% Salbutamol - 0. 19%
Nebulization rate (g/ml) Pulmicort - 0.37 Pulmicort - 0.44

Intal - 0.30 Intal - 0.35
Salbutamol - 0.37 Salbutamol - 0.41

Confidence level of testing The test and numberof samples (3) The test and number of samples (3) with 3 runs
with 3 runs provided a 95% provided a 95% confidence level
confidence level

Table 2 - Particle Characterization results at 95% confidence
A series of aerosol performance tests were performed using an 8 stage cascade impactor at a sampling flow
rate of 15 I/min equipped with a USP <601> induction port throat. Aerosol was sampled directly from the
outlet. Three (3) device samples were tested with 3 runs each, for a total of 9 sample points per each
drug. Aerosol was sampled directly from the outlet. The following table is a summary of results with
intervals given for a 95% confidence level.

Mean / Std. Dev Pulmicort Intal Salbutainol

_____________________ (250 ug/mI) (10 mg/mI) (5 mg/mI)

Total delivered Dose (ug) 391.11 12368.89 7883.33
___________________ 16.51 +269.61 +116.96

Total Delivered Dose Fraction (%) 78.2% 61.8% 77.0%
_________________ +3.3% +3.1% ±2.5%

Particle Size (MMAD) urn 3.88 2.91 2.54
±0.28 +0.14 +0.28

Geometric Standard Deviation 1.93 2.27 2.62
____________________ 0.20 +0.02 +0.03

Respirable Fraction 61.9% 70.5% 66.4%
(0.5-5 urn) ±4.0% +1.3% +1.6%
Total Respirable Dose 242.17 8729.49 5235.02
(ug between 0.5-5 urn) +18.90 +497.57 +233.61
Medication Captured on USP 13.34 253.66 144.94
Throat +3.40 +27.42 +16.32
Medication Captured on USP 3.4% 2.0% 1.8%
Throat Fraction (%) +0.4% +0.1% +0.1%
Medication Retained in Device 96.11 8000.00 2072.22

_____________________ +9.61 +438.21 +257.90
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Mean / Std. Dev Pulmicort Intal Salbutamol
_____________________ (250 ug/mI) (10 mg/mI) (5 mg/mI)

Medication Retained in Device 19.2% 40% 41.4%
Fraction (%) +1.9% ±2.2% +5.2%
Mean / Std. Dcv Pulmicort Intal Salbutamol

_____________________ (250 ug/mI) (10 mg/mI) (5 mg/mI)

Coarse Particle Fraction (%) (>4.7 37.1% 27.7% 26.6%
urn) ±2.9% ±1.5% +2.3%
Fine Particle Fraction (%)(<4.7 59.6% 70.2% 71.6%
urn) +3.5% ±1.5% ±2.3%
Ultra-Fine Particle Fraction & 3.5% 8.9% 16.9%
(<1.0 urn) +1.7% +2.1% +5.3%

The differences between the proposed device and the predicates are:
* Size
* Slight modification to nebulizer

It is our view that these are not significant differences that affect the safety or effectiveness of the intended
device as compared to the predicate device.

Substantial Equivalence:
The NE-C801 is viewed as substantially equivalent to the predicate device because:

Indications for Use:
The Indications for Use are as a general purpose nebulizer and compressor system which is identical to
predicate - K0608 11

Patient Population:
The patient population is pediatric and adult which is identical to predicate - K06081 11. The pediatric
population was defined based upon the limits of the prescribed medication.

Environment of Use:
The environment of use is - home, hospital and sub-acute care settings which is identical to predicate -

K060811I

Technology:
The technology of the compressor is identical compressor technology to predicate- K06081 I

The technology of the pneumatic Get-style) continuous flow nebulization is identical nebulizer technology
to predicate -K0608 1

Materials:
The materials in the gas and fluid pathway are identical to predicate- K06081 1.
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Performance Testing:
We have performed a number of performance tests which are identical to those done with the predicate,
K06081 1. These included:

* LEG 6060 1-1
* 1EC 60601-1-2
* Cascade Impactor particle testing with 3 devices for 3 runs with 3 drugs resulting in a 95%

confidence interval
* Compressor testing

o VOC testing per EPA TO- 15
o PM2 .5 testing per NIOSH NMAM 0600
o Ozone testing per OSHA method ID 214



DEPARTMENT OF HEALTH & HUMAN SERVICES PuL )IicII HethII SerIce

Onrion Heltcae Incorporated
C/o Nir. IPaul Drvclen
President
ProiMedic. Incorporated
24301 Woodsage Drive -

IBonita Spings. Florida 34134

Re: KI 10860
irade/Device Name: NEL-C80 I Nebulizer CompreLIssor Systemn
Regu1.lation Number: 21 CFR 868.5630
Regu'Llationl Name: Nebulizer
Regulatory Class: 11
ProdctLC Code: CAF
Dated: Jly] 12,2011
Received: July 13., 2011

Dear Nir. lDryden:

We have reviewed your Sect ion 5 10(k) premarket notification of intent to mnarket the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed inl
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not requlire approval ofra premarket
approval application (PN4A). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requI~iremnrts for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI-l does
not evaluate in foirmation related to contract liability warranties. We remind VOLI, h1owever.
that device labeling Must be truthful and nOt misleading.

IfyVour device is classified (see above) irnto either class 11 (Special Controls) or class Ill
(P)N4A). it may be su~bjct to additional controls. Fxisting' major regulations affecting yourI
deice Canl be fou~nd in the Code of Federal Regulatiorns, Ti tlc 2 1, Parts 800 to 898. In
addition, FDA flay pub~lish f'urther announ11C~CemenS concrnling" yourC (leVice inl the Federal
Reuister.
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P lease be advised that FDA' s issuance of a substantial equnivxalence cletermination does not
mean that FIDA has made a deterination that your dev ice comp11lies With other r'eq LI r1eoets
of the A ct or any~ Federal statutes and reguti o s administered by other Federal agencies.
YOU muLst comply wvith all the Act's requirements, incCluding. but not li mi ted to: ie" istration
and listing (21 I R Part 807); labeling (21I C FR Part 801I); medical (le\'ice reporti ng
(reporting ofimedical device-related adveise events) (2 1 C FR 803); goodI mann factuiruzt
practtce req irements as set forth in the quality syIstm1s (QS5) regulationl (21I C FR Part 820);
and if applicable, the electronic prodtict radiation control prov\isions (Sections 53)1 -542 of
the Act); 2 1 CFR 1000- 1050.

If Voti deCsi1 I)Cci ie ad vice fort your- deicVe Onl otir labe i ng reglationl (2 I CF R Part 80 I
Please go to lhttn):H//vw. fda.eov/A\boitFD)A/CecntersOffices/CDtRI~-[/CI)1\1I Of'tice~s
/uc11 I I 5809.htm for the Center for Devices and Radliolocical H-Iaith's (CD)RI-i's) Office of
Compliance. Also, please note the regOulation entitled. "iMisbranding by reference to
preimtrket notification" (2 1C FR Part 807.97). FOr ci~tiho usreadn the rep)orting Of'
adverse even1ts underC the M4DR regtiUlationl (2 1 CFR Part 803), please go to
hitti)://\v\wx.fdia.Qov/Medical Devices/Safet\v/Reportallroblemi/cletlbLIt.lltm for the CDRIT1s
Office of'Stirxeillance and Biomectrics/Division of Postmarket Surveillance.

You may Obtain other general in formation on you Liespous ibi lilies tinder the Act l oi the
Division of Small ManuLfacturer-s, International anld Con1sumer Assistance at its toll -free

n1umber (800) 638-2041 or (301) 796-7100 or at its Internet address
lhttp://\vvw. fdca.uov/tvecdicalDevices/Resotircesf'OrYOI/IICLIdutl'%/CletkItilthlttml

Sincerely yours.

Anthony D. \%~tson. B.S., NMS.. M.B.A.
Director
Div'ision of Anesthesiology. General H-ospital,

Infection Control and Dental De\'ices
Office of' Device EValtiationi
Center' fort Devices and

Radiolocical -Health

EnIclosure
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510(k) Number: K1 10860

Device Name: NE-C801 nebulizer compressor system

Indications for Use:

The NE-C801 Nebulizer Ciompressor System is intended to provide air to the pneumatic
nebulizer in order to aerosolize medications for inhalation by the patient for respiratory
disorders. The system is designed for use with pediatric (defined by the prescribed
medication) and adult patients in the home, hospital, and sub-acute settings.

Prescription Use YX or Over-the-counter use
(Pant 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices
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